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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
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earned patent term adjustment. See 37 CFR 1.704(b). 

Status 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
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Election/Restrictions 
Restriction to one of the following inventions is required under 35 U.S.C. 121 : 

I. Claims 1-24, drawn to an apparatus, classified in class 118, subclass 500. 

II. Claims 25-33, drawn to a method, classified in class 427, subclass 2.24. 
The inventions are distinct, each from the other because of the following reasons: 

Inventions II and I are related as process and apparatus for its practice. The inventions 
are distinct if it can be shown that either: (1) the process as claimed can be practiced by another 
and materially different apparatus or by hand, or (2) the apparatus as claimed can be used to 
practice another and materially different process. (MPEP § 806.05(e)). In this case the 
apparatus as claimed can be used for a materially different process such as lubricating syringes. 

Because these inventions are independent or distinct for the reasons given above and 
there would be a serious burden on the examiner if restriction is not required because the 
inventions have acquired a separate status in the art in view of their different classification, 
restriction for examination purposes as indicated is proper. 

During a telephone conversation with Mark Lupkowski on 5/2/2007 a provisional 
election was made without traverse to prosecute the invention of Group I, claims 1-24. 
Affirmation of this election must be made by applicant in replying to this Office action. Claims 
25-33 are withdrawn from further consideration by the examiner, 37 CFR 1.142(b), as being 
drawn to a non-elected invention. 
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Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1-4, 10, 12, 13, 21, 22, 23, and 24 are rejected under 35 U.S.C. 102(b) as being 
anticipated by XP-000980708. 

XP provides a system for coating an implantable medical device with a coating 
composition, comprising a reservoir (E) holding a coating composition; an applicator including a 
planar or flat sheet (C, D) including a coating surface and a porous region in fluid 
communication with the coating composition in the reservoir, wherein the porous region is 
capable of conveying the coating composition from the reservoir to the coating surface via 
wicking/capillary action; and a rotatable support element or mandrel (A) to support an 
implantable medical device in close proximity to or in contact with the coating surface of the 
applicator (see embods of Figs. 1 and 2). 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

Claims 5, 6, 8, 9, and 14-20 are rejected under 35 U.S.C. 103(a) as being unpatentable 
overXP-000980708. 

The teachings of XP have been mentioned and while the planar sheet is used to coat the 
stent include foam, cloth (fibre/filament based material), etc., XP fails to suggest the pore 
characteristics of the foam or cloth. However, one of ordinary skill in the art would determine 
via routine experimentation, the appropriate pore characteristics including pore radius and degree 
of porosity, in accordance with the medical device being produced and the amount of coating 
material sought to be retained on the medical implant device. 

With respect to claims 8, 9, 18, and 19, the XP system provides for a foam or sponge 
based porous sheet and even though a layered sponge or foamed sheet having different 
porosities, is not set forth, it would have been within the purview of one skilled in the art to 
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provide a layered sponge or foamed sheet in order to control the wicking of the coating from the 
sheet or reservoir to the stent so as to provide a desired thickness of coating thereon. 

With respect to the use of a pressure apparatus in the system, XP does not provide 
evidence to means for forcing the mandrel against the wall of the reservoir to force coating 
material out of the foam/sponge sheet onto the stent but one of ordinary skill in the art would 
expect to utilize a force to press the stent against the sheet since the sheet is porous and subject to 
deformation and subsequently degradation over a period of time. 

Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over XP-000980708 in 
view of Hijlkema et al (US 6,739033). 

The teachings of XP have been mentioned above but XP is silent concerning providing a 
temperature controller in communication with parts of the system so as to control the 
temperature of the coating material. However, it was known in the art, at the time the invention 
was made, to provide a temperature controller in communication with parts of a stent 
manufacturing/coating system in order to maintain a desired temperature of the coating on stent 
in order to prevent degradation of the coated stent product as evidenced by Hijlkema et al (col. 3, 
lines 1 1-24, col.6, lines 57 to col. 7, line 12). It would have been obvious to one of ordinary skill 
in the art to provide a temperature controller as taught by Hijlkema et al in communication with 
the XP system in order to maintain a desired temperature of the coating on stent to prevent 
degradation of the stent product. 
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Claim 1 1 is rejected under 35 U.S.C. 103(a) as being unpatentable over XP-000980708 in 
view of Frisch (US 4,906,423). 

The teachings of XP have been mentioned but XP is silent concerning a porous applicator 
being inserted into the bore. However, it was known in the art to manufacturing a prosthetic 
device or stent, to provide for a porous mandrel to process the stent as evidenced by Frisch (col. . 
3, lines 60-65; col. 4, lines 23-37). It would have been obvious to one of ordinary skill in the art 
to provide a porous mandrel as taught by Frisch in the XP system as an interior means within the 
stent to allow for the transfer of coating material so as to coat inside the stent. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Laura Edwards whose telephone number is (571) 272-1227. The 
examiner can normally be reached on Monday-Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Philip Tucker can be reached on (571) 272-1095. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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